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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 1 and 10-27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over U.S. 6,596,260 to Brugger et al. in view of U.S. 6,149,892 to Britto. 

The patent to Brugger et al. discloses a metering valve assembly for 
dispensing a pharmaceutical product comprising a valve stem (21) having a dispensing 
channel (22) adapted to receive and expel a predetermined volume of the 
pharmaceutical product when the valve stem is actuated. A valve body (25) having a 
metering chamber (20), wherein the metering chamber includes at least one chamber 
wall, wherein the metering chamber is in communication with the dispensing channel 
during the actuation of the valve stem. The metering chamber is adapted to receive a 
first volume of the pharmaceutical product at a first time, dispense the first volume 
during a first actuation of the valve stem and receive a second volume of the product 
through slot (26) at a second time and dispense the second volume during a second 
actuation of the valve stem. The valve device includes chamber seals (250, 251) in 
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communication with the valve stem and a spring (F). The reference goes on to 
disclose that the container is provided with a coating of plastic, preferably a coating of 
polytetxafluoroethylene, also known as Teflon®, or of perfluoroethylenepropylene. 
The use of these materials prevents significant deposits of the active substance on the 
inner wall of the container. Brugger et al. does not disclose the metering chamber 
nor the dispensing channel including a material that would prevent the materials from 
sticking thereto and therefore prevent proper actuation of the valve. The patent to 
Britto discloses a metered dose inhaler having all or part of its internal surfaces 
coated with one or more fluorocarbon polymer. Col. 2, lines 1-6, states that metered 
dose inhaler or MDI means a unit comprising a can, a crimped cap coving the mouth 
of the can, and a drug metering valve situated within the cap. Lines 9-16 disclose that 
the valve refers to a valve and its associated mechanisms that deliver a predetermined 
amount of drug formulation form an MDI upon each activation. Col. 4, states that 
the drug metering valve consist of parts usually made of stainless steel, a 
pharmacologically insert and propellant resistant polymer, such as fluorocarbon 
polymer, like Teflon®. Col. 6 further disclose that MDFs taught in the reference are 
particularly useful for containing and dispensing inhaled drug formations with 
hydro fluoroalkane fluorocarbon propellants with little or essentially no, excipient and 
which tend to deposit or cling to the interior walls and parts of the MDI system. It 
would have been obvious to one having ordinary skill in the art at the time the 
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invention was made to modify any of the metering valve parts, or coat the parts of the 
metering valve assembly, in particular the walls of the metering chamber and/or the 
dispensing channel with a fluorinated polymer, such as polytetrafluoroethylene, as 
suggested by Britto in order to provide a metering valve that will allow for consistent 
expelling of medication and which will dispense substantially equal volumes of 
pharmaceutical product with each actuation of the valve stem. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Patrick F. Brinson whose telephone number is 
(571) 272-4897. The examiner can normally be reached on M-F 7:30-3:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Y. Mar can be reached on (571) 272-4906. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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